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ANDA APPROVAL SUMMARY

JA: 74-845

DRUG PRODUCT: Diltiazem Hydrochloride Extended Release Capsules USP,
60 mg, 90 mg, and 120 mg (Twice Daily Dosage)

FIRM: Biovail Corporation International

DOSAGE FORM: Capsules
60 mg, 90 mg, and 120 mg (Twice Daily Dosage)

STRENGTHS :
CGMP STATEMENT/EIR UPDATE STATUS:

Manufacturer-Finished Dosage Form :
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TELEPHONE  MEMO

To: George Markus

REF # ANDA 74-845
From: Lizzie Sanchez
Date:  2/10/98

Subject: Dissolution specifications
Requested by: Lin Chuang
Mr. Markus was contacted to request a clarification of the dissolution specifications

for their Diltiazem ANDA. On page 12, one specification is taken at 9 hours,
however, on pages 19 and 38, it states 6 hours. Please clarify.
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Experation Date: A
DEPARTMENT OF HEALTH AND HUMAN SERVICES See OMS Siatement on cage 2.
FOO0 AND DRUG ADMINISTRATION
+ APPLICATION TO MARKET A NEW DRUG, BIOLOGIC, OR AN FOR FOA USE DNLY
ANTIBIOTIC DRUG FOR HUMAN USE APPLICATION NUMBER
(Title-21, Code of Federal Reguiations, 314 & 601)
APPLICANT INFORMATION
NAME OF APPLICANT DATE OF SUSMISSION
. : 8
Rinvail Corporation International September 24, 199
T'ELEP:GONE NOQ. fincisoe Aree Cooe) FACSIMILE (FAX) Numbsr fincuoe Area Cooe)
416) 2Re-0M (95) 608-1616 _ e
i ; | AUTHORIZED U.S. AGENT NAME & ADDRESS /Nombe. t. Cay, '
:::ﬁ?NmT e ﬁiﬂfmwr s:r;-w.-. ao; State, Country. ZIP Code of Mai G008, 1 e, telephore & FAX number) IF APPLICABLE
p.0. Box 3468, Ave Iturregui ' John
Carolina, Puerto Rico ler & Heckman )
(09843468 '1‘561 G Street, NU. Suite 500 West
washington, DG 2000
 PRODUCT DESCRIPTION
NEW DRUG OR ANTIBIOTIC APPLICATION NUMBER. OR BICLOGICS LICENSE APPLICATION NUMBER {1t previously issued)
ESTABLISHED NAME fa.g.. Proper name. LISP/USAN name) PROPRIETARY NAME (ruce name}IF ANYDl ltlazan Hym_
muazsn_%mc:hlmﬂ& chloride £ o Capsiples, ISP
HEMICAL/BIGCHEMICAL/BLOOD PRODUCT NAME /¥ any) CODE NAME (¥ any)
¥y Anplicable B12
DCSAGE FORM: STRENGTHS: ROUTE OF ADMINISTRATION:
Mamelp “\'ﬂ} q"ﬂ_’ anxd 19““’., Oral

(PROPOSED) INDICATION(S) FOR USE:

Hypnﬁ'mm o
APPLICATION INFORMATION

ARBLICATION TYPE _ )
{eheck one) = NEW DRUG APPLICATION (21 CFR 314.50) 1O ABBREVIATED APPLICATION {ANDA. AADA, 21 CFR 314.84)

T BIOLOGICS LICENSE APPLICATION (21 CFR part 821)

IF AN NDA. IDENTIFY THE APPROPRIATE TYPE O 505 (p) (M 0O s05 (b) (2) O s07

IF AN ANDA. OR AADA, IDENTIFY THE REFERENCE LISTED DRUG PRODUCT THAT IS THE BASIS FOR THE SUBMISSION
Name of Drug Hoioer of Appfcv.d Application
Cardizen SR Capsyles Hoechst Marion Roussel

TYPE OF SUBMISSION .
(check one) D ORIGINAL APPLICATION [Xi AMENDMENT TO A PENDING APPLICATION ) RESUBMISSION

" PRESUBMISSION ) ANNUAL REPORT ) ESTABUSHMENT DESCRIPTION SUPPLEMENT 7 SUPAC SUPPLEMENT
T EFFICACY SUPPLEMENT J LABELING SUPPLEMENT ) CHEMISTRY MANUFACTURING AND CONTROLS SUPFLEMENT [ otHER

RAEASON FOR SUBMISSION
i £ i-rinnr::
PRDOPOSED MARKETING STATUS (chack one) Ex PRESCRIPTION PRODUCT {Rx) C ovER THE COUNTER PRODUCT (OTC)

NUMBER OF YOLUMES SUBMITTED 1 THIS APPLICATION 1S 1Y PAPER [ rapER AND ELECTRONIC [T BLECTROMNIC
ESTABL!SHMENT INFORMATION

Provide locatons of all manulaciurng, PECKAQNg And Control sies for druj sunstance and orug Product (CORtinuANon Shadts May be used it necessary). Inciude nams,
Atlaress. CONAC!, tMIePNGNe NUMDEr. regiiration numpar (CFN), DMF number, &nd Manuiasiunng stepa and/or type of vesting (e.g. Frnal dossge ftorm, Stabivy tasting)
concucted at INe Gte. Please indicate whathar the site m roedy tos inspaction o, f nOt when it will be rendy.

Cro’l‘s Ftiinln;enc-s {iist reiated License Applications, INDs, NDAs, PMAs, 510{kis, IDEs, BMFs, and DMFs refersnced in the currant
npplication .

FORM FDA 358h (7/07) Coresas wy Eimenes Do borrmsUIOHIE 101 43008 B
PAGE 1
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This application contains the tollowing items: (Check all that apply)

1. Index
i 2. Labsiing (check one) L Draft Labeiing {2 Final Printed Labeling
T A 3. Summary {21 CFR 314.50 (ch

4. Chemistry section .
A. Chamistry, manufactunng, and controls information {e.g. 21 CFR 314.50 (d) (1), 21 CFR 801.2}
8. Sampies {21 CFA 314.50 (¢) {1), 21 CFR 6012 (a)) (Submit only upon FDA'S request)
C. Mathods validation package (e.g. 21 CER 314.50 {e) (2} (i), 21 CFR 601.2)

5. Nonglinical pharmacology and toxicology saction (.9, 21 CFR 31 4.50 (d} (2), 21 CFR 801.2)

| 6. Human pharmacokinetics and bioavaltability section (e.g. 21 CFR 314.50 (d) (3). 21 CFR B01.2)

2 Clinical Microbioblogy (e.g. 21 CFR 314.50 (d) (4))

8. Clinical data section (e.g. 21 CFR 314.50 (d) (5), 21 CFR 801.2) |

9. Safety update report (&.g. 21 CFR 314.50 (d) (5} (vi} (D), &1 CFR 801.2)

10. Statistical section (e.g. 21 CFR 314,50 {d) (), 21 CFR 601.2) .

11. Case repart tabulations (e.g. 21 CER 314.50 (1) (1), 21 CFR 601.2)

12. Case repons forms (a.g9. 21 CFR 314.50 {N) (2), 21 CFR 601.2)

13. Patent information on any patent which claims the drug (21 U.S.C. 355 (b) or (c))

14. A patent certification with respect to any patent which claims the drug (21 U.S.C 355 (b} (2) or i) (2 (A))

15, Establishment description (21 CFR Part 600, if applicable) '

16. Debarment centfication (FD&C Act 306 (k}(1)) i

17. Field copy centification (21 CFR 314.50 (k) (3D

] 18. User Fee Cover Sheel (Form FDA 3387)
y | 9. OTHER (Specify) Response to minor FDA Deficiency

CERTIFICATION

| agree to update this application with new safety informaticr about the product that may reasonably affact the statement of contraindications,
wamings. precautions, or adverse reactions in the draft labzing. | agree to submit safety update rapons as provided for by reguiation or as

reques

ed by FDA. It this application 15 appraved, | agres 1 2omply with all applicable laws and reguiations that apply to approved applications,

e udlrg. but not limited to the following:
Ax

1.

NorR LR

od manufaciuring practice regulations in 24 CFF 210 and 211, 808, and/or 820
Biological establishment standards in 21 CFR Pan 600.
Labaling regulations in 21 CFR 201, 806, 810, 66( and/or 808, . )
In the case of a prescription drug or biological praduct, Erescngﬂun drug advertisin regulations in 21 CFR 202,
Regulations on making cnan%s in application in 21 CFR 314.70, 14.
Regulations on rapons in 21
" Local, state and Federal anvironmental impact iaws.

31471, 314.72,
FR 314.80.314.81, 600.80 and 600.81.

7, 314.99, and 601.12.

If inis application applies 1o a drug product that FDA has proposed for scheduling under e Controiied Substances Act | agree not to market the
;‘)_roduct Until tha Drug Enforcement Administration makes a nal scheduling dacigion.

he data and information in this Submission have been reviewed and, to thi best of my knowledge are certified to ba trus and accurate.
warning: a wilitully talse staternent is a cnminal offensae, U.S. Code, titie "8, seciion 1001.

RAESPONSBLE OF AL OR AGENT TEP?]D NAédEbAND TITLi R . DATE
ohn Dubeck, ent for Biovail
J/‘M— : Lgboratories Incorporated Sept. 24, 1998

ACDPESS (Streer, {Cily, State, and 2IP Code) ka1 ler and Heckman Talaphone Numbst
1001 G Street, N.H. Suite 500 West Washington, DC 20001 | ( 202 } 434-4125

Public raporiing burden tor this collection of Information is estimated to average 40 hours par respanse, including the bme for reviewing
instructions, searching existing Oata sources, gatharing and maintaining the cata needed, and completing and reviewing the collaction of

information.
| regucing this burden 1o

Send comments regarding this burden estimate or any other aspsct of this collection of information, inciuding suggestions for

DHHS, Repons Cleatance Officer An agency may not conduct of sponsor, and a

Paperwark Reduction Project (0810-0338) person is not required to respond to, a coilection of
Hubert H. Humphrey Building, Room 531-H information uniass it displays @ currently valid OMB
200 Independence Avenue, SW. control number.

*Nashington, DC 20201

Plaase DO NOT RETURN this lorm to this address.

FORM FDA 356h (7/97)
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